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rum In order To iicave ewmprioila rul 
cherries or cherry products urillzrd for 
exempt p 5~4. hbndcra must apply 
te the Baar T for a new excmpnon or for 
~sr~ewal of sn extjtlng exemption h> 
November 1 for rhe ncxr succecd111g 
war. bxcmt e0f the I997 yedr only. 
handlers ky apply thro;gh Fcbrullly 5. 
IRRU. A handler shall hawz one crrql 

~rurlucra fo exempt outlet9 s:zprovc~,:i by 
the Board, unless nranred a rsnswid. 
Handlers applying ~b the RNtrd for II 
now *xui~pxlon or for ronowl of ali 
nxtatlng exnmpllon ace subJtcr [D rhrl 
FoIlewing conditions: 

(1) Wtcu applying to the Board !?-,r an 
axempdon for naw product 
development, handlars must d~*tntl ,tha 
nauro of ctdr INW product. hcfw LI 
dtfka from currant. exlsu~ prodv:rs 
and Iha bnKclpaud short onll loni; iterm 
3alss volume for t)rv axompbori. IL vvlll 
be the Bard staffs tssponsibll try CCI 
onalyzc and invesrl 
upon complstton 0 B 

ate any recpe~? Rrrf! 
tiidl (ill6iyYU 

admr!zo or deny the exe don. 
(2) When applying to the mfi eani fnr an 

emm 
P 

rlon for new market dtvelo?ment, 
hand err rnilst detail the naturtt of r.h@lr 
new market, how it cliffera ftom cI.uRnl. 
eJdstlng markers and tie antlcipat.sd 
shon and long term sales volume ii:lr the 
amnprlon. Ir will be chs Baurcl sc.~l’L’a 
tesponsibill~ to analyze and innnl.lgsln 
any nquo5r end upon ccvnplot ion c f the t 
anrly5ir authorize or deny the 
exe& uon 

(3) bt& applying t+ihe Bard $31 sn 
exemption for the deve1opmcr.c of 
eqart markets for tart cherrier; or cherry 
pmducc (includ!rq juice and juicy, 
conwnuara rhmugh Jury 30, 199n 0nlyI 
ln eaunrrlea other rhan Canltdtl. Munlco 
and Japan, including the expans1o1.1 of 
do in exuunp export rn~lr*U, 
hnndlors muat d~tnU the nature oflhelr 
product, rpccify whsther cueh protluct 
differs from current producer belr.~& sold 
in rxpm marhtu. rend estlrnate the 
anticlpatsd short and lon rt:rm aalar 
volumes for the rsquerre d exs’rrlpd~n. 

(a) When applying ta the Bcarcl lar ar.1 
exem 

P 
tlon for sxpsrimcntsl purpow6. 

hand en must Indtrau, Ihe prclln?:nsry 
and/or drwlopmmnhl expc+.>rnrr~l 
acllvll 
shoul tl 

. Such expetimefitaf puzp0:Iea 
be lnrended to result In naw 

products, new applications @r.dfnr new 
markets fur clxl5ting tart chcrct 
praducu. Any exem tlon for 
cxperimvntal work J R 211 hP Ilmitctl in 
scap. Ju~atlon and volumo which Ihe 
proposing Dart)’ ahall sijeci$ x [1t1$ rima 
.a requert for ouomption lo ma&. ItI no 
ca5.3 shall bn exemption for 
exporlmsntal purpose8 last longer ;&an 
fws year8 or a.ycaed 100.00~1 pout Is raw 

product aqulvnlant per handler aft&n: 
cl~rles during thy duration of the 
exprrimenc. 

(dl Retiew afap~JJcd~Jonr. A Board 
appointed subcommittee of three 
parsons which shall Include the 
mmegPr (or A Board member acting in 
the Mane@5 ttcod), the public rrumber 
and one l%Iusvy person who Is nor on 
thb Bood. shall r&aw replications for 
axsmption or rsnswal ofikmption end 
rfthsr approve or deny the exemption. 
Any dcnL1 al an rpplicatlan for 
cxemprlon or renewul of on sxlsting 
rxemption shall ho served on th 
applicant by cartifled mail and shti 
qtR(e tha reasom for the denial. Wlthln 
10 day9 9hsr the receipt of 9 dcni~l, thr 
appllcanr may rile url tqqal, In writing, 
wlth the Deputy Ar!minlsoarnr. Fruif 
and Vegetsblo Programs, supponsd by 
any argumcnrs and cvrdence the 
appht may wish to offer &I CO why 
rhe appllcatin for sxoityclon or 
renewal al rvemptlon 9hould have been 
dppwbd. The Deputy Admlnlstralar 
upan canslderatlon of such appeal will 
tnke auth action LO deamsd apprbprlrts 
with resptct tu tl~e cippllcatlon for 
exemption or ranewal of exempaon, 

(a) Pqress report. Each handler that 
IS grentcd an exemption must rubmlt to 
thi Board zn annu;l PIJJ~W repon, 
due May 1 of alr.h croD wnr. Thd 
progres; raporr shall i&lode the rewltr 
of the exempuon acrivky komparlsur~ ut 
lnrendsd sctlvity wtth art~~rl nctivl~) 
fir ltla your In lu endrety. the volume 
al exempted fruit. an analysts of the 
succc~s of rhe excmptlon program, and 
such omer lnfornwion 8f the Bcwi 
may request. 

(4 ~lvmfan cndlt falluru ro mea 
turm snd candfrlonr of CIXW~JJ~ICUI. 
1 landlrr awerslcin csmncawu fur 
exempt ~55s shall be t55urd UJ handlers 
pmvldod that terms and conditions 
applicable to exempt uws are 6arMnd. 
Diversion cc~iflcrtas will not be &sus’d 
w handlers ror an volume of ts~t choy 
pmt+rr~c fnr whlc h such terms and 
condltioru am not sattifled and aueh 
chcrm woulcl be subjecr to all of the 
mm and condltlons of §§ 930.4 1. 
930.44, 930.51, 930.53, and 9SO30.66 
thmugh 930.67. 

(R) FdIJure m mcc~ km.5 and 
cmflrfonr for exernpclon, Upon 
ttrdnatlon of an exsmpdon. My 
votume of cm cherry yro&cEs thst woro 
grantrrl an auamptlon but were nor 
utiltrad for the authorized sxrmut 
purpose would be subject 10 611 &f the 
(arms and rnndtdo~ of.V4930.41. 
930.44,930.51. 03OJ3, rnd 55036.55 
through 930.57. 

DEPARTMENT OF AORIOULTURE 

8cFl?Parts84ande0 
[IWkrt No. 97~117-l] 

Raolrlatlono on ti Im Ratlen of 
Rumlnan& Meat rnd IF ral Produots 
Prom RumInanta, ma Csnaln Othmr 
Rumlnrnt Products 

AQCISY; Anlmel ond Plont Hedth 
lnspecrlon Serwce, USDA, 
AOnONl Interim rule and rqmt for 
comments, 

SUMMARY: We are amending tie 
regulstlonn gavtming the tmpnrrrnnn 
UK0 the Unllod SUoSs of ruminants, 
maat and meat ptoducu from 
rumlnonts, ond other rumant prodirts 
to rt38Wcf the lmponauon of live 
ruminants. meat rnd mezt productl 
from rumlnantJ, and cortdn other 
ruminant products from cwnm~ In 
whiah bovine tpon Iform 
ancephaloyutly (B 8 E) may cxis~ Thls 
rctlon is nocsrlary tn eruure that 
onlrnds Md onlmpl pmducts effected 
~4th BSE are not hnpuc ted In:o ti-,e 
U&cd States. 
DATE& Interim rule tffecrlve December 
12. 1987. rnnxldaration will be given 
only 10 comments rccetved on or before 
MorCh 9, 1986. 
ABDRCBBCRI Pleaw sand?=? orlgfnal and 
thme copies of ur COIIIII~~IIU LD 
Dacl~ No. 07, f 27-1, RsQularory 
AnAl sL and Dovolopment, PPD, 
Adi suite X03, i7@3 Rim Road 
Unlit 118. Riverdale. MD 20737-1238, 
Plcaae 5~0 that your commcnu refer to 
Docket NO. 87-127-l. Comment5 
rsceivod m 

1 
b inspected at USDA. 

morn 1141, outh Build:nK, 14th Street 
xnd Indaprndsnce Avenue SW., 
Waohlnrzton, DC. between 8 a.m. snrl 
430 p.6. Monday through Frldry, 
emapt holfday9. Persons wlrhlng co 
inspect commena are rsquo5ud to c5ll 
ahead on (202) 6904817 to f~clllute 
entry In(o fhe comment reaau\e room. 
FOR WRTHEA INF~MATION CONTAC? 
Dr. Julia Srurm, Suparv~jir~y Staff 
Vcrvfnarian, Produca Program, 
Nariond Ccnwr for Import and Exparr. 
VS, APHIS, USDA Connr. Unit JO, 4700 
RIvl,r Rn~rl. Rivrrdalr, ,MP Zu/~/-lL31, 
(301) 734-3333. 
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&IPPLIUWTAFfV MFoRHAno1(: 
Backgsuund 

The rep&dons in 0 CFR prrc~ 92. Q3. 
84. 85. MC! 96 (referred tu kluw ~1 l:he 
rrgulrtions) govpm rhs importation of 
ccrtaln animola, birds, poultry, mW. 
other animal products and by 

B 
roduW 

hw. and straw tnto the Ilnlrr SMes in 
&&r to ptrvent the lntroducdcln of 
vartoul anlmrl dl6earw, 1ncludImg 
bovlno eponglform eruephal*>pathy 

@%k Is a nwrolo cal disease of 
bovine onlmrln an rT other rurnInan~!l md 
is rlul kuown to exist in the lIntted 
StIltW. 

It rppehn that BSE b pdmarlly 
apread through rhc use of rurnlnont feed 
cbntalning pfoorcln and other produl% 
from ruminants infected with WE. 
Therafors, BSE could become 
ettilishnd In the United Stmr l! 
m~terinlr aarrying the BSE agent, mmh 
as term meat and uthar an.:mal 
products and byprcducrs fmm 
rumlnantr tictbd WWI BSE, an 
imported into UM Unlred States ancl are 
fad to rumtnanrs in the Unltgd S~!IWS. 
B3T3 could also become utabllnhed In 
the United States If rumlnanu from 
nountrios or other regiona in which BSE 
~xlsm aro im 

f 
orrad. 

Sectiona 9 ,18, 95.4, and 98.2 okhe 
regulations prohibit or rant&t the 
lmporraaon of ceruin tnnat and ottitr 
animal prarl~~crz and byproducts !l::!m 
ruminanta that have been in rsgio% in 
which BSZ ~~1st~. These rsglonr, wL11ch 
currootly cans19c only of countria~. IPB 
listed In 5 94.16 of tha te ulatlans. 
Furthermore, 6 83.404(s) 3) 3tatcs ;hat f 
the Animal and Plant Health Inspt~ction 
Service (APHIS) may deny the 
lmpnrmrion of ruminarik fram rq!l3ns 
whcrc n communlcablr c!isoas~~ such an 
BSE exlsu. The current rgl;latlona at 
5 94.18(a) list the fel.lowlng countries CLI 
ragions ln w&h BSE etists: Bslglum, 
France. Great Brlcaln. Northern Ireland, 
the Republic of Ireland. Luxembourg. 
The Netherlands, Oman, Poncgal, .snd 
Swlrzerland. 

We now conrtdor tt necessary to 
restrict the Lmportatlon of ruminnDr. 
meat and meat products tio:n 
ruminantn, and certain rumlnrvlt 
products and bypl-oducu nor onl:; irom 
iountrhs and &-her rq!en, in wirlrh 
BSE la known to alot. but clso frnln 
counules and ullrcr regions wSlch, 
bsra~c of import requirem:nts Iti 
rertrictivr thsn those that =lould 13.r 
accaprable for lmpon into rhe Urnted 
State0 and/or because of lnf&!quM 
rurvcillance, present a s!gniAcan: Ifok 01 
lntroducinn BSE. Sprciflcally. W: 
consider ir nacernary co apply thaw 
nsticdnm to a\\ counuiea of Eu~~po. 117 

ad&on to the countrb Iktetl Ahove. 
we Lre ai)plyl~r~ 3uch reaWcttons to 
Albsnia.‘~istr~L Boon&Hsnegovine, 
Euhda. Crwda, h Cueh Rsp~blcc, 
D&a&, the Federal flpublic-of 
Yugaslevla. Finland, Germany, Greece. 
Hungary, Italy, the former Yugo~lov 
Re 

p” 
bltc of MXtdoti. Norway. 

PO and. Romania, the Slnwk Republic, 
S~OV~IIIO, Spsin, and Sweden. 

Additlonllly. ln this rule. in the list 
of regions in which BSE exfsu. wu 819 
tncludlng Great Britain and Notihrrn 
Ireland under “Unlrcd Kmgdom,” 
which also encompa;t ThP Falklsndr. 
R.eamna for Now l?mtrk~la~ 

Our dodslan to establish the 
rortdctions set forth in r)rLr interim rule 
1s based on recent dsvslo menu In 
Europe thRr lend us to b I’ve that the P 
BSB agent may be praront, but aa 

r 
at 

undotacrsd. throughout Zuropo. he 
Nothorlmda, Belgium. and Luxembourg 
have recently ruportcd their fti caarr 
of BSE Ln mdwborn canle. 
Additionally, Eelglum rnd Luxcmbour 

t have reported that cattle diagnowd wit 
RSE wara Inadvertently processed into 
the animai food chain. Bcaurr of the 
movement o,f rurnirrarlo and ruminant 
pmductr wtthin Europe, rho povibdlty 
exists that this potentially conuminrred 
animal feed rr.ay have been ~noved from 
Bdghm and Luxsmbourg to other 
European cou~~ulrr, 

We conatder the risk 
1 

osad by tht~ 
potential movement to 8 srpoclally 
rest in 11 ht ul new sdsntillc research 

%a ig’ t t has entlfW BSE infecuvlty in 
borer marrow, dorool root grnflllon. and 
rrlgsmlnal ganglion. Thlr k& research 
swpnnrl.t the list of tpeclflc bovine 
rlsruee and orgm of ooncern for BSE 
infscdvely. Prcvlourly. ths list inrludsd 
only termlnP1 (distal.) Ileum. brain, eye 
(retina). snd spinal cord. Based on 
ongctng research, It appears llkel that 
other tlrcuer may contain the BS k 
lnfecuow agsnc. 

Therefore. WI are amendinE tha llrt in ._ 
f 94.18(a) to Include ths counttier 
discussed above. Duo u) the research 
findings rhat addlrionaf twuu may 
conrafn the BSE inhct!oua rgrnt, we are 
&l&o amsndlng 4 94.19(b) to rerno- an 
pvception that rllowed Lresn, frozen, 
and chillrd meet and meat roducta to 
be lmponed IWY ~IIC Unlce s Statw from 
countries listed in ‘i 94,18(a) lf the meat 
was dtbonsd, free of visually 
ldcnnflable lvmuhtdc and 11~1 ve bsuo. 
and met csrthn brhsr rtqulrements. 

In part 06 of rho rogulaUms. 686.2(h) 
prohiblm the In~pt~l &on of bovine 
casing. exrepr stomachs. that ortglnated 
ln or were procczed in any country 
whtrs BS2 exIs[s. as llsted In rldrw 
5 Q4 1 R(n) In this InretLm rule, we ate 

nwslrdlt?g that MhUlflca In § Q&2(b) SO 
that II also oncompaaser the cnuntrtes 
wo sro sdd~~y to 3 04,18(a) tn this 
lntnrim rule. and am changing me 
heading to the eectlon aeeordlngly. 
Addtuonally, we are sxpsndlng the 
prohibition on casings tn include ~~IXZ 
fmm both bovines end other ruminant,. 

Because the following 
procent a minimal risk ?r P 

roductJ 
BSE 

uamm!Uon. we have rut been 
pmhlbitlng UMf lmportddon from BSE 
offsctad aountrlrs under the sxIstlng 
rcgulartonr, and we are excludln 
frnm rhe reJcrfctlanr bstabllohed i!i 

thorn 
y this 

interim rule: aeman, milk end mLlk 
products, hides and sklne, rallow ad 
UUOLV derivative& and certain blood 
products used in microbiologic mcdL. 
Av~~uru lor Requuting Removal of 
Rrrt~Icllanr 

In 684.18(a.I(3) of this rule, we 
provide that coumrioa ar other ragIa 
that wish tn quest ramoval fmm the 
llet of re@ons COfUldtmd high risk for 
BSE must submit to ApH!s ceniln 
lnformaaon descrlbed in 5 92.2 UT tie 
regu’lattons. Thir information is es 
follows; 

I, The authority, organization, and 
intraatructurc of ths vaterfnary aarvicss 
or 

i! 
a-don ln the region (noun ). 

7 . Disease StNlU-l.e., Is the BS 
rgrnt known to erlat in tha m$on? If 
“yss,” aI what prevalonco? If “no,” 
“when was the most recent dfqnosls’l 

3. The autua of adjacent regions with 
rw ecI IO the agcW1. - 

41 Tha rxtrnt of an acure dl~ea~ 
control progrem. if any, if rhc sgont irr 
known io e&t In die iw - 

R’ 
on, 

5. The degree m whit the rsrtian 19 
@sparsted frirn regiona oi hIgha; risk 
thy 

.I!? 
physical ur other barriers. 

e extent to which movement of 
animals and animal produclt is 
conn’olled from rsglcms of higher risk, 
and 141s lrvcl of blosecuriw rngacdmg 
such movomanU. 

7. Livestock demographics arid 
morkotfng prneticer ii the re on. 

6. The type and e-c of t &use 
survelllatice tn the regton--s,g., 1s 1~ 
paariva and/or nctivs; what ia ths 
uurr,jUty and quality of samplinp and 

antma dlaeass control 111 the reglon- 
1.0.. l:mergency response capacity. 

Bmorgency ActkIn 
The Admlnlstretor of the Antmal and 

Plant Health Inrpaction Service hrc 
derermlned thar dn emergency C&O 
thnt wddnrb publlcatfon of this interim 
rule without prior opporrunlry for 
public Commanc. We arc utiklng this 
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action effncuvs retroactive1 lu 
DOCNI$W 12. 1997. which 3 the Dali r 
ATHIS taxxtd e policy sutin6 it hzli 
stopped tssolng lmpon pe~mlb fur iho 
11ve ruminanu and rumlnanc pfodula 
and 

%t 
roducti covatod by tlrk lntelim 

WI& ls bfl’ective date Is nemsary u) 

eneuro that ruminant and ruminant 
producls md byproduct i&clad with 
BSE on not imported Into the UnlrlrU 
StAl88. 

Because prior noUce and orhsr publrc 
procedures with rrrpret co tI~ir w.twn 
are impracticable and contrary to ths 
public tnttrest under these condld0na. 
WC flncl pod cauoe under 5 U.S.C. 593 
IO make the rule cffar.tlve Dcesinber 12, 
1997. We will canslder comments tl181 
are received within 80 drya of 
publication of this rule in rha radaral 
Ragtrtrr, Aftor the comment PC riod 
closee, we will publish another 
dowmere in the Federal R@.ster. It 
will tncluda a dlrcweion of any 
commema we rscslva mnd any 
rmandmlnts we am maklrq to the rule 
ti a result of tha commanb. 
Execud~e Order I2866 and llquhay 
F’lbxiblllty Acf 

This ~10 has been revlowed unclx 
Fxccudva Order 12968. For -his actlan. 
th: OIflce oP Managcmsnr and BuJ@ 
has upaived its rsvlew process F requ red 
by Executlva Order 12866. 

TKl.4 nmorpney sltuntIun nukes 
compliance wlth section 6021 and tlmrly 
compltsnce wlch section 604 ul ll~r 
RRplnmy Fl~&ilrry Act (6 U,S,C, 801 
ar se@ Impracticable. If we dstermlne 
this rule would h@ve a Ygnl&canr 
uconomk impact on a substnncial 
number damall ontitics, rhen WI will 
discuon the issues raised by secuor~ 004 
of the Rcgulatery Plrxibillty Azt in OLU 
FinAl Ikgulrrcrry Floxfhlltty Analysis. 

Exacutiva Order ItO& 
ThLJ rule has bean reviewed undur 

Exscudvr Order 12088, Civ11 ]urrtca 
Rsform. TIILS rule; (1) Proemptr dl Stat6 
and local laws ar?d regulaucns char aft 
lncontiarant with chin rule: (2) hap 
rxruKUv8 effect to Docsmbtr 12,1997; 
Rnd (3) d.oaa nti tequln admlrrlslnrtiva 

P 
roceediw before parUe my filn 1u1t 
n court challenglrig thlr rulr. 

Paperwork Reduction Act 
In 8ccordance wlrh tie Pa ulwork 

Reduction Act of I QQ!i (44 L!.S.C. 3301 
et seq.), the lnformnrloii c~llcction 5r 
recordkrsplng requlremena; Inclr~led lri 
thir rule have I?+cn mpprfived by tile 
OfYks of Managemanr snd Budget 
COMB). and rhsra are no neln 
rsqulremenb. The n.c%$nart OMB 
canopl number b 0573-0040. 

List of Subjcdtr 
9 CFK Pm 04 

AnLmrl dineases. Impom, ~va8rOdr. 
Meat and meat producb, Milk, Poultry 
nnd poultry products. Reporang and 
recordltccping requiremonb. 

9 CFR Pm $6 
Imports, Li*&tO:k, RopWtWg and 

rccordkeepln# nqulrsrsrlb. 
ArtardlnBly. we an amenarng 9 CFR, 

chapter I, oubchapter D. as followr: 

PART !M=RINDtRPI6T, COOT=ANB 
MOlJTN Dl81ASE, FOWL PEST (FOWL 
PLAQUl$ PxOTlC NBWCABTLE 
OISCASE, AFRICAN 6WINE PCVCR, 
HO6 CHOLERA, AND BOVINU 
SPONWORM CNCEPHALOPAtHY; 
PROHIBITED AND REBTRICTED 
IMPORTATION6 

1. Ttu authority cltarlon for part 84 
commute ta read as follows: 

Authcrl . 7 U.S.C. 147a. 150ae, 161, 102, 
nnd 4db: I r U.9.C. 1306.21 U.S.C. 111. 114r, 
134/p, 134b, 134~. 134L 136,md 13&: 31 
U.S.C. 9701; 42 U.S.C. 4131 Ind 4332: I CFR 
2.22,2.80. md 371.2(d). 

S 6416 rnmwiatdl 
2. Section 84.18 1s amended by 

revlslng Iha hcadln ICI the sccrion and 
pxagrsphb (a) and b) 10 mad ns follows: P 

g 94.18 Reevlationr on Importation 01 
meat ana ralblc proauob from rumlnante 
duo lo bovlnr wongilorm tnocpnucpamy, 

(s)(l) Boville spongiform 
encephalopathy nxl~t.6 In the following 
rcglons: Belflum, Prance. ti Republic 
of Ireland, Lursmbvurg. Oman, The 
NPrhPrlrnds. Porrupl. Switzerland. and 
the United Kingdom 

(2) The foliowing rcgion~, because of 
import requirrmann less restrlctlve than 
those that would be acccptnblc for 
import into tnc Unlred Stetas andlor 
because of tnnrdqurte 8urveiUancs. 

E 
raranr and undus cbk of hrroducing 
nvinP cponglform encephalopathy ma 

the United Stores: Albania, Austrlr. 
Bosnia-Herzegovlns, Bulgaria. Croatlo, 
the Czech Re ublic. Dtninark. the 

% Federal R~pu llc ofYya~latio. 

Italy. the Former uparlav Ra u lit ot 
t;lnland. Ce:manJC: Greece, H;rry, 

Pllacedonla, Norwey, Polsnd, mmlr, 
the Slovak Republic. Slovsnla, Spain, 
nnd Sweden. 

(3) A n&M may rsquesK bt any time 
that the Aclmlnl!xrator consldan lo 
ternoval from a list set forth In 

E P’ 
PLI ~aphs (a)(l) or (a)(Z) of this ecccion 
y IO lowln the procldurrr JOI f0rr.h 

(1 through (4). Q2.2b) (5) s 
11). and 9?.?(c) of thlo chapter. 

(d) 
cepr as provided in paragraph 

of t&o section. rhe importation of 

fresh. frozen. and chilled meat, meat 
pro&.uota, end odibla ptoducn a?hcr 
than meat (onhdin~ .9dNh milk. and 
milk producta). from ruminant that have 
been in any of the counuios listed in 
paragraph (a) of thls rrctlon is 
protdbited. 
. l . c l 

PART OGfWSTRICllON OF 
IMPBRTATlONd OP POREION ANIMAL 
CABIN68 OFFERED FOR ENTRY INTO 
THE UNITED 8tATIO 

3. Thr butharl 
ccfnclnuea co pba 2 

cltntion for part 90 
a5 hollows: 

Autharlc~; 21 U.S.C. 1 Il. IX. 1341; 7 CFR 
2.22.2.80, and JTl.f(d). 

I B69 [Amendbdl 
4. SSCUOU 96.2 is amanded by nvlaing 

the h tn 
T 

the sectton and 
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SUWNIARVI The Food and Drug 
AdmMetretion (FDA) lo correcring a 
ClOCumbnt thar a 
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r 23. 1997 (62 FR 

55 59). The document amended the 
animal drug regulruoru co reelect a 
changs of spanear far three new animal 
drug applicatloru (UDA'J) and rhres 
abbrewlatad new Sntmal drug 
sppllertian9 (ANADA’s) fmm Wade- 
Jonen Co., Lnc., and LP msnufaoturing 
sutls1cll3ry Ar3wutsr Micro Speclalrler. 



The following criteria M! specific for BSE risk facrora, In addition to thesa, the standard 
evaluation of vetcrlnrvy infria:ruucrun must also be mot. 

The OIE standards are in italics in thir document, with our nlevar~t criteria in bold liskd 
immediately tier car:h utlmdwd. 

Arricle 32.13J; 

Ths BSE .vafw of u cour:rty CLVI on(v be determined by continuous sunr:illance and monitoring. 
?he minimum rcquiremcrltsfir qjkive survcikncs are; 

I) compulsory no@icatbn aud clinical invcstigotion of.swpect cases: 

BSE mutt be a notifiabk disease supported by the approprtrk rtatutory authority, 
InformatIon should IX provided on an ongoing basis to practitioners end farmer@ 
to educate them abal.lt title dleeose and notlflcation requiremlentn. 

Reported suspect caves must be examined as part of on ofTMa investigation, As 
a minimum, clinical surpot cw must lncludc anlmfils rhowlng etcher chranlc 
debilitetin 
treatment H 

dtstiase or progreaslve neurologlc CNS signs unresponsive to 
II cattle cwer :kO months of a aI 

collected and eubmkted i!or diagnnala. i 
Appropriate ssmpiea should be 

here -are control measures on the carcass 
or animal until a del:ermlnatIon haa been made on rurpcct case3, 

2) a risk arsqsmuv idltwr~#ng rh potential huurds for BSE occurrence: 
a) risk arlstng by: 

i) importation c$aGnal:: or embryos/ova which ore potentially infected with u trtznsm.issi& 
spongifonn rncopha.!opn flry (TSE): 

Embryos/ova; ,Must hew import requfrements to minlmIre the risk of TSR: 
transmission from imported embryoelova. 

Live ruminants: Mcrst tlot have imported ruminants from the UK atnce199!, 
Ruminanta tmportti from any country where BSE bau been identified in nattve 
animals have been traced and are routinely monitored. Re ulations should 
restrict the hnport~tion of rumlnantR frnm ocher countries % w ere BSE has been 
ldentifled in natlve cettls or which have hfgh risk factors for BSE occurrence. 

~1 imporratiol; and/hedlrlg ofpotentially cvnramiruted Mimal feeds@ to cat&; 

Wave not Imported rendwed rumlnnnt, protein, or animal feed coorainfng rendered 
rumlnant 
from the e 

roteln, UT ruminant offal Intended for lacorporotlon Into anlmnl feed 
K &we 198f.. No lmpartatlons of euch roducts born ocher countries 

where BSE has been 1duWled In nviive cattle or w R 
BSE ,occurrencOe rhrill Me plecs. 

lch have high risk factors for 

1 February 25, 1998 



i 

b) indigenous tirks: 
i) consumprfon, 6y ccrrrle, ufcotuaminared, animal-derived proteins wiring from transmissible 
spong$onn encaphal~,pat~ly-infrctrd animals and rendering-processes which do nor fnacrivare 
the a@w - 

A ruminant-to-ruminlant feed ban is in place and effectively enforced. 

Murt have ongulnp etctlrn surveillance for other known anbnrrl TSE’o. 

ii). porcnrlal vertical .rfm.tmMm of SSEfr om cows orfglnuredfrom infecred cowrnes; 

Ruminants im 
animals have 1 

orted from any country where BSE has been identlfled in native 
can traced and are routinely monitored. 

cows are traced and rertrlcted. 
Offspring of BSE affected 

3) a continuous BSE scrrvcilhnca and monirodng system wirh empksk cm rish ldenr@d in 
point 2) above: and 

Must have had an orrgolrlg survelllancr program in place for the pat 5 yenn, 

4) ownination in an approwd iaborarory qf6rui.n manrial 
d? 

m caf?le 0Uer tkan 20 month3 
dkpluyiq signs o ‘progrzssiw ncurotagb diseatr in acco 

f out in thu Manw . A r~$%Aort nrlmht of invssri 
ncr with the d&3gnnstic technftpes see 

arions as tndtcared In Tubk I of rhr Guidelines 
for Continuous Surveilkrncc Dmd Munirvring of B 
&uld be car&d our amualiy: 

SE (Appendix VIII! of document 6.5 SG/l2/CSl) 

in counnies where progressive ncurologic disease incidence is low, rurvci.[lancs should br rargrred 
at cattle older thurt four :,car;J of age df~pldyi~g othcrprogresslve dLren~ ronditfons; 

Muet meet thiv rcquiremant M stated and rovide documentation of laboratory 
pro’cedures. In casls~ ol! progressive debil tating or neurologlc disease where a P 
dlagnasir cannot he made, a recognized alternative additional diagnostic method 
should be done in addltilon to hlstololy. 

5) rscom!s o/ rhe nun&r arat1 results of ittvcdgarions should bo mainrafnsd for nt klrrt 7 years. 

Must meet thir repulrenrent 88 otnted. 

Arilcle 3.t.i3,2; 

Cowrris.t may be consiclrr&!jke of BSE if: 
I) [hey have Ltt kmcnztid a Fisk manragsmmt srratqy fa addnss any risk, as identfFed in Arficle 
3.2.13.1. point ); arvl P . 

The country-must Iwave :an appropriate risk management strategy lncludlnp 
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evidence of Ito effect.fve‘~~mplementatlon that eddressca risks throu 
d 

h 
of live ruminants, synibryos/ora, rumlnent feed materM or other 1 

Importation 
entifled 

Indigenous risks. 

2) rhe farding qf meat-and*bow meal ru cattle derived f?om ruminants originaring from animal 
TSE itrfceted count&w, or countries which do not have ryl elpecrive and ct~nGwow suweillunce 
and monirofing syysrem 0:~ described in Article 3.2.13, I, pofnrs 3) and 4) bus been bcnnrd and is 
eflecrively cnfkxcl; 

Stated previously 

AND 

3) a) there has been no crllnicz3 case of BSE, rhc diseacr! it notffable. and on c ccrk and 
co&wow surveillance curd nzonirorfnp sykem Is prucrised, as described Ln R rticlc 3.?.13,1, 
pofntx 3) and 4); or 

Stated previously 

b) al2 cases of BSE have been clearly demonstrafed IO otfplnare directlyfium rlrt importotior~ of 
live cot& nrigfnarinp 

IT f suspect animals c&e s 
on BJ’E In ecred cowrtrics, provided that the dlswsr Is made notfflablo and 
u@tre,w?, nvsstigared ad, if d israre is conflnnnn completely destroyed 

and an #itcrivr and cormnuolti suwdunct and mmfrorfng sysrcm is prctcrl,wd, UT &c&cd in 
ArficZe J.ZJJ.I, ~oftlr~ 3) anfl4); ur 

Mumt meet this raquirement. 

c) ESE has been c&cc:lted (w&r srudy). 
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BSI3 SU~~‘VELLANCE AND MONITORING) QUESTICNNAIRE 

The OIE staadarde (Internatio.nal Animal Hea1r.h Code. 
T 

r 3.2.13) ark: in italics in this 
documf?nt, with the relevsnr questions listed immcdiatcly or tho standard. 

Article 3.2.13. I: 

The BSE S?MKY of a counrry con only be determined @ cuntirzuous survcfllance and monitoring. 
The minimum requlremcnls for. eflectlve sun&lance arc: 

1) compulsor)~ notiflr!ntinn anti clinical fnvesfigatin ofsu5pect ccucs: 

Is BSE n notifiable diseai;e? IIf so, by whom - priva& verarinarian, ~LLTIIIW, etc.,.? Please citi the 
legal authority. Mtatie dcscrDx educational efforts about BSE and to whom they are given. 

Dcscribc tho process for rln iwestigation of wpects, inclucliq a dcscri 
dcftition of suapec% includQ~ age. Who performs the investigation? Bl;f 

‘son of your clinical 

rhc animal/carcass, herd, offzlpring, etc..? 
Iat controls are placer! nn 

2) (I risk assessment idmtifyi~~g the potential hatnrds jtir BS/? occurrence: 
a) risk arising by: 

i) tmponation of unirnals or enrbrvos/ova which are potentially infected wfth a transmissible 
spongIfdrnt encclph&patl:yy (TSEI: 

Please list the coun.kies ~whicl~ you conaidcr affected with BSE. Do you restrict the import of 
mminants d/or thejx eVmbryc,s from BSE-affected cotinrries? 

Have live ruminants bzw im]!ortcd? If yes, list totals imported by country nf nripin and dare of 
importation, from 1988 until present. What rcqulremenrs, If any, rolatcd u TSE s wtre ncccssary 
for these Imprts? 

Have bovine or ovins errMy~w bean imported? If yes, list totals lm 
date of imponadon, frorr.1 1963 until prwcnt. What rsquiremento, s 

ortcd by country of oi$in and 
any, related M TSE’s were 

rwessary for thcsc jnqxxts? 

ii) importation andf&dirlp ofpotentially contaminated anlmal feedsruff tu cattle; 

Has rendered tirrul pr&n, lx animal feed containing rendered rkmal 
yea, list totals imported by cow&y of odgin and date of lmponatiun l (1 P 

rotein. kn imponccl? If 
possible to eop~ate b) 

mammalian protein vs. rlon-wunmdian yloasc do so) - from 1987 until present. WhAt 
rcquinments, if M , Are any poet-impurt lr;@xmcnts in 
place for thcge pro d 

WFO nacossnry for these importations? 
wts’r PMse describe these post-lmpolt rcquirc=nts in detail, 

11~ any ruminant offal hem im 
origin tmd date of imporratiorl, rom 1987 until prcsont. P 

orted? If yes, list corals of owh product i:mpo*d by country of 
Whst restrictions are in pke for either 

I.& Impolt of thcsc pro?iucts ,ctr thek end use aftef import? 



h) Indt,grnous risks: 
i) consumption, by cattle, clfcon&-uninared, anfmnl-derived prarelns arfstngfronl tmnsrnissible 
spongifbnn encephalopal}ll:-inlecred an tm& uruf ~ndering proccsscs which do not inactivate 
rk agmrt: 

Do you restrict feeding ruminant (or mammalian) products to ruminants? 1l yea, describe 
specifically the restrictions an!. the month and year they took effact. How arc those restrictions 
cnforoed? Do you U-SC tming procedures to detcmdna tit freedom of mammalian protein? If yes, 
please <ieeEribc the procc?ciureu and tha results. 

Do you restrict tissues which :c~y be rendered to produce meet-and-bone meal? If yes, describe 
the restrictions and whc,rt tlrcy cook affect. Do you ttquire specific time and tempsratun 
~‘t uircmcnts for rendering pr:cssaer? If yes, describe thecle requiremanta and when tlcy took 
ef ect. P 

IS scrapio 8 notifiable di#!fM it1 your cauntty’~ please .list how many tanntnrsl cases of scrapie you 
have had and the toal adult shc;ep 

$ 
ularioa, from 1990 until prcaent. What measures are taken 

when a positlva scrapie animal is dcntifiod? What other control measureg, if any, apply co scrapie? 
Have you had any r:s~e8 of tre~~srnissihlc span iform encephalopathicb in other spec~ts (oxce 
human) since 19907 If yes, plaasc &scribe. L 

t 
hat type of surveillance ls done for TSE’o o tg er 

than sciapic and BSE? 

Ii) potential verrica! r:ran,xnisrion of BSEfiom cow.r originatedfrom irflcred counties; 

Have you impurtcd CR& from DSE affcctcd countries? If yes, please sparify totals from each 
country and purpose (Lc., bncding, feedin 
been located? Are rhey routita:ly m&ore 8 

, immediate slaughter) by year, Have these animals 
or controlled in any way? Are their brains examined 

for BSE when they die? .Hav; you imported sheep from BSE affected ~otmtriiC^P? Tf yes, please 
specify totals from srrch oounl~y Ed purpose, by yea. 
in sheep imF0rte.d from 13% affected countries? 

Have any cam of scrapic been confirmed 

3) Q mntinunus BSE survetlltmce and munitorlng system with emphasis on risks idew#?cd in 
puint 2) above; and 

ljtscribe in general your surMlance system. How 010 anin& selected to be tested far BSE - 
please describe any ollnioal oqse definitions, including a~7 What is ti pc’pulation from which 
you are testing for BSE’I 

4) exnmlnatinn in nn approvtxi labomrory qfbruin muiurfalfrom cattle ofdcr than 20 months 
displaying si~fls.~~~rugr~ss~lJc neurologl’c dtsoass In accordance wilh the diagnostic techniques set 
out in the Man&. A ~@cJertt nrrmbct nf invssrigorfons 1~s indicuted In Table I ofthe Cuidslines 
fnr Continuous Surveilkince MJ hforlltoring of BSE (Appandix VZZIb of documcmt 65 SWl2KSZ) 
slwuZd be m&d oul a9~9nual~y: 

in counrrles where progr*cs&e neurologic disease incidrnce i.c low. survelltancs should tt! largeted 
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, 

a? cattle older than four yd!ars c!f age dfsplayinx other progressive disease conditions; 

How many cases of X2!, if any, hnve been diagnosed7 How many samples have bien examined 
for other TSE’s? Pleesa provide this information with rot& by spccics and year. 

Please specify the totd pqulrbtion of adult cattle (dafry and beef), and adult sheep and goats, If 
known, please specify ~),pule,Uon of wild and captive cervids, zoo m&ants, and exouc felines. 

What lnborotories .m porfomtlng these tests7 Please include a cop 
operatin 

f 
procedures TSCrP’$ for tests used. If an SOP is not ava ry 

of the laboratory standard 

fnformat 
able, please include minimal 

on on ~XM of the br::dn examined histologically and supplemental tests used, k., 
immunohistochqmistry, Wesll!m blot, SAF. Please specify when supplemental tests are used and 
the number completed each y:a.r. 
BSE. 

Dcscrik tht Uaining end experience of laboratory personnel with 

S) recnrd~ of rhe nurn&r an,;! r&ts ofinvcstigations should be maintainedfor a? least 7 years. 

What records are malnt::ttned rr!levanr 10 BSE swoillancc? 110~ long am these maintained? 

Article 3.2.13.2: 

Countries may bc consz%ersd free of BSE ijT 
1) thq have implumsn~~d a r:isk munagemmt stnatcgy to address any r&k, as idfmtlfed in &k/e 
3.2.13.X. point 2); tmd 

If additional risk managcmcni. yroccdurcs not previously listed have ken implemnnt~, please 
describe. 

2) the feeding of meuat-wrdbc~ns meal to cattle devlvedjbm mminants orfgimatiqj’m animal 
TSE infucred countrk, or muntrier whtch do nor have an cffcctivc and corltitluous sur~elllance 
and monttorlng system a.s cizwlbcd ba Article 3.3.13.1, points 3) nnd 4) has hoen banned and Is 
ejj%crlvely enforced; 

If yuu have additional irtformrltion not provided previously in refennce to lIeed ban, please list 
here. There is no need TV rqui:at previously stared maarial. 

AND - 
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3) a) there has been no cl,fnfct~~ll case o BSE, rhc disease is notiflnblo, and an @&rive and 
corrrinuous surveillance and monitor ng sy..ptcm is pracdsed as described In Article 3.2.13.1. cf 
point3 3) and 4); or 

If you have additioual infmn:hm not provided previously in nforwxc to m.onitorhg and 
survti tlrtnce, please list here, ‘Thc1-c is no riced to repeat previously stated material. 

b) alI cases of BSE have heen clearly demonstnrrcd to orl hate dirrctbfiom the impartation nf 
live canle originating from B$.E irlfecrcd countrks, provi f ad that the di.wm is made narfflable urrd 
ruspcct unlmals arz slay~)rrcr~~!d, investigated an4 (fdisease 1s ~0r2filned, cotnpktcly destroyed 
and an cflbctivr and con~‘nuo~~:s surveillance ana’ monitoring system L practised, as describeA in 
Article 3.2.13.1. pafnrs 3) ami’ 4); or 

If BSE has been diagnowd in your country: ‘Dsscribc each case of BSE diagnosed in the past 7 
years, including r&want epidemiology. 

c) BSE has been era&cared r’ldnder study). 


